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DETAILED ACTION 

Priority 

1 . Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which papers 
have been placed of record in the file. 

Claim Rejections - 35 USC §102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a primed publication in litis or a foreign conntr\ or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published tinder section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 2 1(2) of such treaty in the English language. 

3. Claims 1-8, 11, 12, 14, 18, 19 and 22-27 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Teissen-Simony (US 5522803). 

4. RE claims 1, 8, 23, 24, 26 and 27, Teissen-Simony discloses an infusion set comprising 
an infusion part 1, "cannula housing", for insertion into a patient and a connector 3, "connecting 
hub", a tube 4, "hose" connecting the infusion part with a medical device, the connector 3 being 
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axially displaceable relative to the infusion part 2 and being releasably connectable to the 
infusion part (Figure 1; Col 1, lines 7-20), the infusion part comprising: 
a plaster adhesive support (Col 7, lines 18-25); 

a base connected to the adhesive support, the base part having a lower surface, an upper 
surface, a first set of guides 15/16 and at least two retention devices 17/18, "locking openings", 
for releasably locking the connector 3 to the infusion part 2 (Figure 8; Col 4, line 57 to Col 5, 
line 34), the retention devices extending from the upper surface of the base (Figure 6); 

a first cannula 2 extending outwardly from the base and being in fluid communication 
with a cavity 13, the cavity being adapted to receive a second cannula 40 extending from the 
connector 3, where the second cannula is in fluid communication with the tube 4 (Figures 5 and 
13; Col 6, lines 17-30); and 

a connector 3 comprising a second set of guides 21/22, "guide pins", adapted to fit with 
the first set of guides 17/18 and at least two arms 31/32, "locking pins", adapted to fit with the 
retention devices 17/18 (Figures 8 and 13; Col 4, line 57- Col 5, line 34). 

5. RE claim 2, Teissen-Simony discloses connector 3 symmetrical relative to a main plane 
of the connector (Figure 16; See reference number 41, needle hub, which has the same shape as 
connector 3; Col 6, lines 31-37) and symmetrical relative to a plane perpendicular to the main 
plane and parallel to the central axis (Figure 13). 

6. RE claims 3 and 4, Teissen-Simony discloses the arms 3 1/32 are flexibly connected to 
the second set of guides 21/22 in order for the arms to be able to move in the direction 
perpendicular to the base (Figure 13; Col 6, lines 10-16), where the connection between each 
arm 31/32 and the second set of guides 21/22 comprises at least one groove (Figure 13). 
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7. RE claims 5, 6, 1 1 and 12, Teissen-Simony discloses the retention devices 17/18 flexibly 
connected to the base and positioned on two flaps on the base, where each of the retention 
devices comprises a triangular-shaped step (Figure 8). 

8. RE claim 7, Teissen-Simony discloses the cannula 2 passes through the adhesive support 
(Col 7, lines 18-26; Figures 5 and 9; ie. adhesive support is applied to platform 35, through 
which cannula 2 extends). 

9. RE claim 14, Teissen-Simony discloses the medical device is an insulin pump (Col 4, 
lines 16-22). 

10. RE claim 18, Teissen-Simony discloses the infusion part 1 , "cannula housing" and 
connector 3 comprise polypropylene (Col 7, lines 34-36). 

1 1 . RE claim 19, Teissen-Simony discloses the second cannula 40 extends from a central part 
of the connector and the second cannula is recessed relative to a front portion of the central part 
(Figure 13) and at least one of the first set of guides 15/16 comprises at least two stabilizing fins 
(Figure 6; Guides 15/16 comprise stabilizing fins forbore 10). 

12. RE claims 22 and 25, Teissen-Simony discloses a membrane 12 covering cavity 13 
(Figure 5; Col 4, lines 45-49). 

13. Claims 1, 7 and 8 are rejected under 35 U.S.C. 102(e) as being anticipated by Hunn 
et al (US 2004/0158207). 

14. RE claims 1, Hunn et al disclose an infusion set comprising an infusion part 1, "base 
body", for insertion into a patient and a connector 9, "plug", for connecting the infusion part 1 
with a medical device through a tube 12, the connector 9 being axially displaceable relative to 



Application/Control Number: 10/594,048 Page 5 

Art Unit: 3763 

the infusion part 1 and being releasably connectable to the infusion part (Figure 1 ; paragraph 
0068), the infusion part comprising: 

a plaster adhesive support 2 (paragraph 0064); 

a base connected to the adhesive support, the base part having a lower surface, an upper 
surface, a first set of guides 14 and at least two retention devices for releasably locking the 
connector 9 to the infusion part 1, the retention devices lb extending from the upper surface of 
the base (Figures 6 and 7; paragraphs 0069-0070); 

a first cannula 3 extending outwardly from the base and being in fluid communication 
with a cavity 5, "holder", the cavity being adapted to receive a second cannula 10, "plug 
cannula", extending from the connector 9, where the second cannula is in fluid communication 
with the tube 12 (Figure 5); and 

a connector 9 comprising a second set of guides (not shown in Figures), adapted to fit 
with the first set of guides 14 and at least two arms 15 adapted to fit with the retention devices lb 
(Figures 6 and 7, paragraphs 0069-0070). 

15. RE claim 7, Hunn et al disclose cannula 3 passing through adhesive support 2 (Figure 3). 



Claim Rejections - 35 USC § 103 



16. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 



Application/Control Number: 10/594,048 
Art Unit: 3763 



Page 6 



17. Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Teissen- 
Simony (US 5522803) in view of Wojcik (US 6572586). 

18. RE claim 9, Teissen-Simony discloses all the claimed elements, as discussed above, and 
discloses that the connector and infusion part can comprise any suitable plastic material (Col 4, 
lines 45-49). Teissen-Simony does not disclose the connector and infusion part comprising two 
different plastics material. Wojcik teaches suitable plastic materials such as polypropylene, 
polycarbonate or polyurethanc that can be used to manufacture infusion set bases (Col 4, lines 
49-51) or infusion set connectors (Col 5, lines 49-51). 

It would have been obvious to one of ordinary skill in the art to manufacture Teissen- 
Simony's infusion part and connector such that both parts comprise different plastics as an 
obvious matter of design choice; one of ordinary skill in the art could manufacture the two parts 
separately using whichever materials were most economical to the design. 

19. Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Teissen- 
Simony (US 5522803) in view of Reiterman (US 3670727). 

20. RE claim 10, Teissen-Simony discloses all the claimed elements, as discussed above, but 
does not disclose the infusion part and the connector being of two different visual tones. 
Reiterman teaches an infusion set where a base of the infusion set, "wings", is of a different color 
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than the rest of the infusion set (Col 2, lines 42-48; Figures 1 and 2). Reiterman teaches that 
using different colors helps identify and differentiate between different bases (Co 2, lines 42-48). 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify Teissen-Simony's infusion set such that the connector and 
infusion part were of different colors, a taught by Reiterman, as an obvious matter of design 
choice and to easily identify infusion sets with different cannulas. 

21. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Teissen- 
Simony (US 5522803). 

22. RE claim 13, Teissen-Simony discloses all the claimed elements, as discussed above, but 
does not disclose the tube fastened to the connector by glue. Use of glue to connect two 
components is well known in the art, and Teissen-Simony teach that glue is well known and 
obvious to one of ordinary skill in the art that adhesive is a means with which to assemble two 
different components (Col 7, lines 42-45). 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to connect Teissen-Simony's tube to the connector with glue to achieve the 
predictable result of assembling separate components. 

23. Claims 15 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Teissen-Simony (US 5522803) in view of Brantigan (US 3893448). 
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24. RE claims 15 and 16, Teissen-Simony discloses all the claimed elements, as discussed 
above, and disclose cannula 2 is a soft cannula manufactured with a suitable plastic material (Col 
4, lines 16-22). Teissen-Simony does not disclose the cannula made from a thermoplastic 
elastomer such as silicone rubber. Brantigan teaches a cannula for insertion into a patient where 
the cannula is made of silicone rubber (Col 2, lines 58-60). 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify Teissen-Simony' s cannula such that it is manufactured from 
silicone rubber, as taught by Brantigan, for the purpose of providing a soft cannula that can be 
safely inserted into patients. 

25. Claims 20 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hunn et al (US 2004/0158207) in view of Gaba (US 5697907). 

26. RE claims 20 and 21, Hunn et al disclose an injector device for the subcutaneous 
introduction of the first cannula, the injector device comprising a housing, a back and 
longitudinally extending guide (Figure 9), a slidable member 7/27, "needle carrier", which is 
longitudinally slidable within the housing (See Figures 9 and 10), a needle 8 for insertion in the 
cavity of the first cannula (Figure 2, paragraph 0073) , a spring 22 located between the back of 
the housing and the longitudinally slidable member (Figure 9), locking members 28b for 
maintaining the spring 22 in a compressed state (Figure 9, paragraph 0073) and release members 
25, "triggering button", for disengaging the locking members (Figure 9, paragraph 0073). Hunn 
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et al do not disclose a pivoting member pivotable from one position allowing for insertion of the 
needle into a position where the pivoting member embraces the needle. 

Gaba teaches an insertion needle device with where the insertion needle 135 is contained 
within a housing 342 that has a pivotable member 348, "retainer", that is pivotable between one 
position where the needle can be extended and inserted into a patient (Figure 13) and a second 
position where the pivotable member 348 embraces the needle (Figure 14). Gaba teaches that the 
pivotable member functions as a safety device to prevent the needle from extending out after 
insertion (Col 5, line 61 to Col 6, line 7). 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify Hunn's insertion device to include a pivotable member, as taught 
by Gaba, for the purpose of providing enhanced safety precautions. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JENNER YEH whose telephone number is (571)270-7836. The 
examiner can normally be reached on Monday-Thursday, 9am-4pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on (571)272-4977. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/J. Y./ 

Examiner, Art Unit 3763 

/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 



